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Dilk ilf [s.liU;JIICC: 

42519,,-27 

Conditional 

Integral"" .. Technical Fu.ngidde 

~ ;NQ!t;:, C~;2r~ges in l.ih;ling i:liffc~tr:i.g Ill suh~~ from lhitt 11~,;p~il "ia.c6fJ1i..!ction "l'.<-i!n th:is r~gistr~i(lll lTILL.~L he. -~~-limittecHo and ~(i~epJ.d·Eiy tlie : . . 

~Re~i..~lr1;1Li (In .lli~ist~~:-p1lef l~. LL~e.~, 1 lht: iitbel bi -co.~cl\ j;l:a;tf~iJ~p1i;id~n~c 011 ~1,js i)~,f~(-~ I;~~}~ :~fu)Q,:tlJ.e· abriye-HfrA-:~~i tfu·tj~:i'i,~~~, 
···r .· .. ~~ .i·.·· -:,:,~·-.. ~·-:-:\.· ... ~~:.: ~.:. -_-,.-:· :; ··.': ·~·.-·:-~·~=~~::":::?::-·:':::'.;:-·\t:····.·'";.: .· :-· ·:···.~··~~:-~;~~-:~.-:~.--:·~·::·~-·· .. -· .... /:··:~:?~~·/.·." ·.··· 

On tlle basir. o!I' ia.lbrmntfon fi.lmishcd by the ri=1:Ji~1.mn1·. 1he lllmv.:: mimed p,e. ti.cid~ 1~ hereby rcgiftcred/reregiskred 1mdc:r tile if cderal T rm::i:;Li;;idc. FrmgLcid,e 

und Hi ode:niicidc 1'ccc. 

R=:,;i,Lrallim !S in no 'i\':t}' 10 be Cl)nS!.rued a, an cmlorscm1mt or 1ecumme1i1dsticm of mis pmducL hy the Ag~ncy. In order to pml~~l he.ilth mHl .nc 

envimnrncnt, fue AdJni!itSlratm, (ITT hfa motioll. lll~Y al any Lime ~uspend or cmiocl tihe r~gtstr<llion or a pcsdcidc iJ i .a::i::ordaJiic~ ·with the Acc. Th~ ~Gt ::plmlic~ 

of .imy name in CLl'llnccLi,in with tlu: icgistracion of a p.rm.l m::L 1mrl1;:, tilk. Ace is noc to, l:l~ rna.,tru;;;l as gi\riug liln~ reg,i:..;Lr.irnl a ri_gi;t to c:itcllLsive u!.C nfthe name 

or to llli use if i.l th.l!., hecn C("l<crcd' by others. 

This product is condhionally regis:tc.red in accordance with F IFRA section 3(c)(7)(A) provided 
that you: 

1. Submit and/or cite all data :required 1hr regisu·atio.11/rcregislration of your product when the 
Agency Tequires all registrants. or similar products to submit such data. 

2. \.ViLhin eig!iteen months from the date of this fott.cr, submit acceptable Storagt! 8 Lability 
{830.6317) and Corrosion Charnc\\.e1istics (830.6320) stud.ies. 

Pag.~ 1 of .2 

1bhc/{))~ 
Mary L \Vafler~ Product Manager (21) 

1(1v/2oow 

Fungicide Rranch, Registration Division (7505C) 
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Page 2 
EPA Reg. ?',Jo. 42519-27 

3. \1 akc the folh.nvi.ng change to lhe labd: Clmnge the product nun, her to "EPA Reg. No. 

425 19-27'° 

4. Submit one copy of the revised final printed label fot the record befbre you release the product 
for shiprnenI. 

If these conditions are not complied \Vith, the registration wiU be subject to ca11celh!Uon frl 
(:H:coTdancc with Fff RA section 6( e). Your rdease for shipment or I.be product constitutes acceptance of 

these condition~. 

A stamped copy 01the label is enclosed for your records. 

Enclosure : 

Mary L \.V rd lcr 
Product Manager (2 l ) 
Fungicide. Branch 
Rcgisuatkm D1vision (7505C) 

Label stamped ' 'Accepted. with Comments" 
Acute Toxicity Sim11arity Re·dcw dated :-.farch 14, 2006 
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(Logo} LUXEM'BOURG.PAMOL, ING 

Integral™ Technical 
Fungicide 

For- Manufactur.lng 0 .r Fonnulating Use iOnJy 

ACTIVE INGREDIENT 
T ebuoonazole: a:-12·( 4-chlorophenyl)--ethyJ}a;-(1, 1-dimethylethyl) , ..... ...... .... ·-· .. . . . ... . . .. . . . .. .. . 98.1' % 
-1: H--1 , 2. 4-triazo!e-1-e!tianoJ 
OTHER INGREDIENTS ..... ·-· ....... ... ...... ..... ..... .......... ...... ...... ,. ....... .. ................. ..... ·-·..... ....... 1.9%. 

Total ....... ... ... ........... ...... ........ .... -......... ..... ... ..... .... . -........... .. ........ ........ ........ ..... ..... .. .......... .... 100.0% 

!:PA Reg. No. 042519- xxx:11; 
EPA Est. No. xxioocxx Net Contents:· - ----""o=ou..,,nd..,,~=s 

STOP- Read The Label Before Use 

KEEP OUT OF REACH OF CHILDREN 

WAR:NING 

PRECAUTIONARY STAT,EMENTS 

FIRST AID 

If in eyes: Ho!d eyeo open and ,rinsii stowJy and ge.nfiy with ·water for 15 to 20 mirl'l . .rtes. Remove contact 
lenses if pres.ant, after the· first 5 minutes, then conttnua rinsing.. Cali a, poison control renter or 
docio.r for treatment advice. 

ff on skin or clothing: Take off contamina~ed cfothing. Rinse sktn immediately wfth plenty of water for 
16 to 20 minutes. Call a poison control center or doctor for treatment advice. 

rf inhaled: Move person to fresh air. If person is not breatnrn.g, ,call 911 or an. ambulanoe, then give 
artificial !'espiration, preferably mouth-to mouth if possfblt::. Call a poison oonln:il center ,or doctor for 
further treatment advice. 

11f swallowed: Call a poison1 control' ceritet or doct,or immediately for treatment advice. Ha-ve person sip 
a glass of water if able ·to swallow. Do not induce vomiting unless told to do so by a poison cootml 
center or doctor. Do not giVe anything by mouth to an unconscious person. 

In case of medicaJ emergaJ'lcy, aJso caH toJJ free 1-800424-93 lllO. 

Note fo Physician: No specific antidote, is avai)abla. Treat symptomatically. 

HAZARDS TO HUMANS AND DOMESTIC ANJMALS 

WARNING; May be ratar if .inhaled. Harmful if swallowed. Ca~s.e.s eye j(ritaticm. Do not breathe dust 
and avoid contact with eyes and clothing. Wash thoroughly with soap and' water. Remoye contaminatsd 
clothing and wash before reuse. 
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• •• • • •• 
1ENV1IRON MENTAL HAZARDS • • • : : • : • : : : •"' . . . ., ...... 

This pesticf de is toxic to estuarine invertebrates. Do not discharge effluernt oontaMi~g th\ pm&uct i~to 
la.kes, streams; ponds, estuaries, ooeans, or other waters 1.mless in accordance with the requirements of 
a Nationall Pollutant Discharge Elimination System (NPDES) permit and the permiitling authority has been 
notified in writing prior to discha11ge. Do not discha1rge effluent containing this prodl!ct iinito sewer systems 
without previously notifying fhe sewage treatment plant authority. For guidance, contact yo1ur State Water 
Boaird or Regional Office of the EPA. 

DIRECTIONS FOR USE: 
It is a violation of Federal law lo use this product in a manner inconsistent with its labeling. 

For Mariufacturing and Formu!atfng into Fu11'1gicicles intended to be used for the following: peanuts; and 
grasses grnwn for seed. 

Detail'ed information on chemical and physical prope.rUes and other formul'ating recommendations for 
Integral Technic.g l are available upon request fmm Lux:emboLJ1rg-Pamol. Obtain and read this informatior1 
befo:re undertaking the fu.rm~lation of Integral T eohnicall !111 mder ro avoid fi::umu,la'lllon hazards and insure 
a satisfactory fl nished p:r,od uct. 

Labeling for products formulated from thls product must co 11furm to that which is currently r,egister-ed with 
the U.S. Environmental Protection Agency. For specffic information on federally registered uses, (untact 
Luxembourg-Pamol. Any variance from the federallly registered labelil'1g for products containing l11tegral 
Technical willl lhave to be supported by data pmvided by the formula,tor. 

This product may be vsed to formulate products for any additional uses not listed on the MP label if the 
fo.rmulator, user group, or ,grower has compli ed w.ith the U.S. EPA data SL.lbmission requirements 
r,egarding il:e .support of BUJdh 1u1ses (s) .. 

RESTRl'CilONS 

Do not package Integral Teotll'licall in metal containers. 

STORAGIE AND DISPOSAL 

Do not mnlamilillate water, food OIi" feed lby storage or disposal. 

Sto:rage: Store in a cool, dry p.lace and in such a manner as to prevent cross conta mln.ation wHh other 
pesticides" ferti lizers, food and feed . Stme in Ol'igi1nal contai11er and out of reach of clhildl'en, preferablV in 
a locked storage area. 

Handle and open container in a ma1111el' as to prevent spillage. If the co.nitain®r is Je.aking ,or m~terial 
spilled for any reason or cause., carefully ,sweep material into a pile. Refer to Preca.utionary Statements 
on label for haze rds assodated with the handling of thns. material. Do not walk through spilled material .. 
Dispose of pes,ticide as dii1rected below. In spill or leak incidents, keep unauthorized people a:w-ay. You 
may mnitaci 1-800-42.4-9'300 for ass istance. 

Pesticide Disposal: Pesticide wastes are toxfc .. Improper disposal of excess pesticide, spray mixturn, or 
ri1111sate is a violation of Federal Law. If these wastes cannot be disposed ofby use ac--cording to label 
instructions, contact yo"Ur State P·esticide or Environmental Control Agency oir the Hs~rdous Waste 
Representative at the nearest EPA Regional Office for guidance. 

Co:ntaiiner Disposal: Do not use conta iner in oonjunotuon wJth food, feed, o:r drinking1 wateir. Completely 
empty conta iinier into the processing eq1Uipme11t. Then dispose of empty container rn a sanirl:ary 1landfill m 
bv incineratnon. of 1if anowed by State arad local authorities" bv bum] n:Q. If bu rned,_§tav out of smoke. 
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.. e e .,.. .. . 
• •••• ••• • ••• • •• • •• • • • • .. ,., ., .. 

. ,.. . • • •• • • • • ,I • • e t ••• • .. WARRANTY LIMIITATIONS AND DISCl>.rMER •. :·. 

• • • • • ., • • •• • I • • i I , • .. • 
LLl!X:embourg warrants that at the time of delivery, the product wm confonn to b , chemical description on 
the label, that it will pass, witihout objec,tion in Uie trade under the ,contract description, that seller will 
oorivey good ,title thereto, and that such product will be delfvered free from any laWful security ,interest, 
lien, or enoumbrarice, 

This is the only warranty made ,on this product To the fullest extent permitted by law. l uxembour,g 
EXPRESSLY DISCLAIMS ANY IMPLIED WARRANTIES OF MERCHANTABILITY AND FffNESS FOR A 
1PART!CULAR PURPOSE AND, EXCE:PT AS SET FORTH IN THE ABOVE F'ARAGRAPH, ANY OTHER 
EXPRESS OR IMPLIED WARRANTIES, Buyer assumes all risk of use of this materia l when such use is 
contrary to label instrnctions. Read and foll'ow the label directions oarefullly. 
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• .e 
IMaterial1 to be a,dded to a Mini-Jacket 

(in the case where an e-Jacket exists) 

Se1nd to SIG: chec.k box~ 

~-?+ i ~ -- r1l , r ___ &<fl_ .. · ,;,i J,;.;.... 
r1M» '~ 
.N ~w cs i:: ·. . . . .. . . .. 

Instructions: Attach thas notice on top of th,e 
material .. It must be cli1ppedl aH tog,ether and 
there shouldl be NQ, .STAPLES in th·e material .. 
Then give the material with this cover.sheet to 
.staff in the Information Serv:ice-s c .enter (Room, 
230). 

Reviewer's Name: T,2c \ e/f Weiiil 

Date: . _ 3/r1 / 
0 £p 

Cu1rrent as ,of Tuesday, February 14. 2006 
.......... 
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UNIITED STATES ENVIRONMENTAL PROTECTIION AGENCY 
WASHIINGiTON, D.C. 20460 

OFFICE OF PREVEN'TION, PESTICIDES 
ANO 'TO•XIC SUBSTANCES 

Date: March 14, 2006, 

MEMORANDUM 

Subjiect: EPA Filla Symbol: 42519-ET: INTEGRAL TECIHNICAl FUNGICIDE 
DP Barcode-: 327524 

From: 

To: 

D,ecision No.: 358565 
PC Code: 128.9'97 (Tebuconazole) 

Byron T. Backus, Ph.D. 
Technical Review Bra rich 
Registration Division (7505C) 

Robert Westin/Mary Waller, IRM 211 
Fungicide Branch 
Registration Division (7505C) 

Registrant: lUXEMIBOURG-PAMOL, I NIC. 

FORIMULATION DECILARA TION FROM LABEL: 

Active lngr,edient(st % by wt 
Tebuconazole {CAS 80443-41-0), ........... .. ...... ......... .... .. ...... .... .... .......... 98 .1,% 

Inert lngredients: .. .. ... ..... ... ..... ..... .... ........ ... ... .. .... .. ......... ....... ...... ..... .... ...... ........ 1.9°/o 
Total: 100.00% 

ACTl·ON REQUESTED: 

The Hisk Manager requests: 

"The data matrf1x submftled with the application for registration for this product 
co,vers the acute tox requirements with a cite-all claim to Bayer products. The 
relevant Bayer technfcal tebuconazote is EPA Reg. No. 264~748. The CSF for 
42S.19-ET lists  impurities that do not appear on tile CSF for 264-748, but the 

1 
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e e 
TRB Chem Product Review DP319457/DP321940 states that thes,e impurities 
are not of toxicological significance (paragraph 4 of Summary of Findings). 

"Can the acute tox studies used to support the registration of 264-748 be cited to 
fulfill the [acute] tox data requirements tor the registration of 42519-IET?t' 

COMMENTS AND RECOMMENDATIONS: 

1. The impurities identified in the CSF for EPA File Symbol 42519-ET have structural 
similarities to Tebucona2:!o1e. TRB concludes that their presence at the indicated 
percentages in the CSF (overall, they are included in the label declaration of 1.9% 
•
1inert ingredients") would have no significant impact on the acute toxicity of this 
formulation. 

2. TRB concludes then that the acute toxijclty studres U1sed to support th,e registration of 
264-748 can b,e used to fulfill the acutte toxi·city data requirements for the registration 
of 42519=ET. 

2 
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Rob9rt Westin/D.C/USIEPA/US 

03/03/06 10:06 AM 

Sheryl: 

To "Sheryl Dolan" < slctolan@actagrnup.com > 

cc 

bee 
Luxembourg I nte,g ra I T-1.'lchrn i cal • EPA fi I e .symbol No .. 

Subject 42S19·E'T 

Mairy Waller has .asked that the l.abBI be revised as follows before 11:he product iis registered, Please 
make the changes and ernail me a .pd'f text fi le of the revised h1bel. 

1. In the list of ingredients: 

a.. change the concentration of active iniredient to 98.1% and tl1c concentration of inert 
ingredients to 1.9% to agree with the Confidential Statement of F o :mulai.. 
b, Une up the percentages by decimal point 
c. It is re,commended thait you change .. Inert Ingredients" 'to ··other Ingredients)' 

2. Mov,e the section Hazards to Humans and Domestfo Aru.mals to below the first iud box. 

3. In the First Aid box: 

a Change t:hc header from ··statements of Practical Treatmenf) to ••first Aid" 
b. In th,e section -~if eyes are contaminated", change the header to "']fin eye·s - and '' 15-20" 
to ;,;15 to 20n 
c. hi Lhe section. "If on skin''. change the header to "Ifon skinordoth.ing ' and ';15-20"to 
;,;15 ~o 2ff) 

d. In the section. "If swallowed'\ change "Do not induce .. . and unconscious person" to .. Do 
not. induce vomiting unfoss toM to do so by a poison control center or doctor. Do not give 
anything by momh to an unconscious person." 
e. lt is recommended that you add a hot line or emergency phone number: ,;'In case of 
medical emergency, also caU ton free###-###-####." 

4_ Change the section '{Hazards to Humans and Domestic Animals"· to read: "WARNING: 
may he fatal if inhaled. Harmful if swallowed. Causes eye irritation. Do not breath. dust and 
avoid contact ,:1o,ith eyes and clothing. \Vash thoroughly \vith soap and \vatcr. Remove 
oonta1ni11aled dothing aind wash before reusc. '1 

5. [n the section ~'Warranty Limitations and Disclaimer'': 

a.. fo the first paragraph, ddete the phrase ·'r o the follest extent permitted by b i;.v., 
b. fo the second paragraph, ,change "Luxembourg EXPRESSLY DISCLAUvtS .... " to 'To 
the fullest extent penniHed by law; Luxembourg EXPRESSLY DISCLAii,1S .... " 

10



Flob,ert Westin 

US Mail Addte·SS: 
Robert West in 
IUS EP'A 
OHice of 'Pesticijde Pr,o,grams 
Fungicide Branch (7505C) 
Wash1ington, DC 20460 

Office - UPS/FedlExtdeliveri;e:s locat1io11: 
Robert Westin (Room 267) 
!Registrn1t1ion Div ision/Fun,gicide Branch 
US EPA 
1801 South 8eU Street, Room 266A 
Arli ri·gton, VA 22202 

phon!:l: 
fax: 
email : 

703~305-57211 
703-(3.08-1826 

westin.robert@epa.gov 

-•• 
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Date: January 26, 2006 

SUIBJECT 

FROM: 

TO: 

Product Ch,emistry Review of integ1ra.i T,echnical (Tebuconaizo!,e) Fungicide TGAI/MUP 

Shyam B. Mathur, PhD 
Product Chemistry Team Leader 
Technical! Review Branch/RD (7505C) 

Robert Westin f Mary Wallller, RM 21 
Fungicide Branch I RD (7505C} 

DP BARCO DE: D319457 i;Jnd 321'940 
DECISION No.: 358565 
File Sym boi No. : 42 519-E"I" 
PRODUCT Integral Technical {iebL1oonaz,ole) TGAIIMUP 
PCC: 128997 
REGIISTRANT: Luxembouiig-Pamol Incorporation 
IJSE.: Fungicide; Food use, 

IIINITRODUCTION: 

TM registrant has submitted the prod w:rt c!hem i stry d'a.ta to support the reg istraUon of the proposed 
TGAI/MUP tebuoonazo!e produced in Israeli by luxembourrg-P:amoi ,Incorporation. The product chemistry 
data corrnspcmding to 830 series stubgroup A and Subgroup B have been submitted under MRID Nos. 
465873-01 , 465873-0Q, 465878-03, 465873~04 and 466383-01 . A CSF for basic formulation {dated 06-
30~05) has been submitted witlh the application. TRB has been asked to evaluate the product chemistry 
data subm.\Ued for te.buconazole technical. 

SUMMARY OF FINDINGS: 

1. Hie reg1istrant has submiUed a Confidential Statement of Formula for basic fol'mulation (dated 06-30-
,05) forthe tebu.cona:zole 98.1%TGAI I MUP. The average purity ofthe technical/MUP is 98.1,%, as 
determined by the five b,at:ch analysis. The prroposed certified limits fo,r the All ar,e based on the five batch 
analiysis. The pmdLict chemistry data sJUbmitted corresponding to gu ideline reference 830. 1550 {product 
identity & composition} (Slnd 830. 1750 (certified l'imits) satisfy the data rrequ iirements of 40CFR§158.155 
and 158. 17 5 respectively [[ MRI D No. 465873-01]. 

2. T hie prnduct chemistry ,data submitted corresponding to guideline r,efernnce 830.1600 {description of 
material used to pr,oduce the product) satisfy the data requirements of 40CFR§ 158. 16,Qi [M'RIID No. 
4'65873-01 & 466383-01]. . . 

3. The product chemistry data submitted corresponding to gru ideiine reference· 830.1620 (description of 
production process} saUsfy the data req:u irements for40CFR§158.162:. T1,ebuoona120,re TGAI/MLJP was 
manufactured in fouir stage fnteglfated process .. The details of the production process have be~n provided 
whk:h included the amounts ,of ea en stalii rig msJte rial used in the process, description of the eq uupmern1t 
used, the reaction cond itions (temperattmE!, pH, etc .. } ,and the yi,elds of the final product and the steps. 
taken to control the qua'.lity of the product [MRIID No. 465873,-01 & 466383-101]. 

12
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B,AR:CODE: 0319457. D321940; Reg,. No. :. 42 5 '19-E"f PROOILIIC:T: II nteg ra~ Technica~ ff ebuoooazole ), 
Herbicide TGAIIMUP 

4!. The product chemistry data submitted corresponding to guideline rn.f.Emmce B30.11670 (disclUssnoni on 
the formatbn of imp urnti es} satlsfy tlh e data req u i remeriits for 40C FR§ 15<EL167. The prod LJ1ctkm of 
telbuoonazole technical may result in the formation of im1Purities (~ 0.11 %) as a result of intended and 
sicie re,actions or as carryover from the starting materials, None of tihe imp~rities identiftled by th@ 
registran,t are of toxicological significant The s.bove mentioned impurities have been !ist€-d on the 
CSF of basic foirmulation datedl -June 30, 2005 [M'RID No. 465873-01]. 

5, The data submitted corresponding the g u idel i n1e refer,ence 830. 1700 { p relimirn;i ry a nalysjs) satisfy the 
data req u i ,ements of 41DC FIR§ 15S, 170. l he study was conducted under G l P req iu i rem ents il'l1 com pl i,a nee 
with 40CF R§ 160, Five reiprns&nt:ative batch es of the telbuconazole techn ica I we re analyzed 1fo r percent 
active i1ngredient and the impurit1ies. The pull"ity of the All in the TGA'I was de,termined by reverse phase 
HPL~UV (23,0 nm}. The ~ight percent of the Al for eech injection was calculated by dividing thEl sample 
response by the E1ve rage standard r,e,sponse and cowrecii ng for tihe sta nidard purity. RE!s pon se is defined 
as pE!ak ar,l;la divide by tlhe sample (or standar-d) weight The impurities (2: 0, 10%) were identifie,d by 
lCJMS. The analytical method was vali1dateci fur accuracy, llineairity, and p1recisim11 [[MRID No. 465873-02]1. 

6. The data su bmiUed corresponding thlil: guideline r€:'fe1Nmce 830. 180 o {enforcement a nallyt'ical method) 
saUsfy the data requirements of 40C FR§ 1158. 180. The p~ rity of the Al i ni the TGAI was d ete rmin oo by 
re\/'Elrse phase HPLC-IJV (230 nm) method!. llhe method was vandated for precision, accuracy and 
lin e;;i nity [M RID No, 465 87 3-03], 

"I. l'lhie data submitted corresponding to guide!iines 830 Seri,es Subgroup B (physical-chemical properties) 
satisfy the data requ irements ,of 40CFR§158,.1190, except for bile storage stability (830,6317) & corms.ion 
characteristics ( 8 30. 6320) studies [ MRI D Nos. 46:5 873~04 J, 

2 
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BARCO,DE: D319457. D3-21940; Reg. No. : 42519-ET PRODUCT: Integral Technical {lebuconazole) 
Herbicide TGAI/MU P 

CONCl.USIONS: 

The TRB has revi,ewed Une product chemistry data submitted fur Integral TechITT1ical Herbicide TGAI I MUP 
and has concluded that: 

1. All the pmdluct chemistry data. s1,11:lmitted oorrespondio9 \o, 830 Series Subgr-oup A ar-e acceptable. 

2. The CSF for basic formulation (dated! 06~30-05) is acceptable. 

3 .. The data s.ubmirttedl corresponding to the 830 Series Subgro1:.11p 8, (physical~che·mi.cal properties) are 
acceptable, except for the sto.rag,e stability (830.6317) & corrosion characteristics (830.6320) studies. The 
registrant must cite or provide d.ata on one year storage stabil ity and corrosion chlaracteristics st11Jdies . 

4. In a lletrter dated 01 9 24-06. the registrant has reported tha.t one year stora.ge stability (830 .. 6317) and 
corrmsian charact~ristics (830.6320) studies .are iin progress .andl data willl be· submitted on completion. 

5 .. It is recommended that the registrant revise the prod1,1ct label under lngredi,ent statement Tlie ~ilnert 
ln1gredlients" shOuld be chang,ed to "·other ingredients". 

3 
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BA.RCODE: D319457. D321940;. Reg. No.: 42519c...ET PRODUCT: ilntegral1 Technical (Telbuconazollel 
Hemf:dde TGAII/MUP 

830.1550. Product identiity & Composi'tion: {MRIID No. 465873-01) 

Chemical 11 si me: 

IUPAC: {±) - a -[2-{4-ch lorophenyl)ethy l] - o:- (1, 1-diimethyl) -1 H - 1, 2, 4 - tniazole-1- ,ethanol1 

CAS : ( RS)-11-p-ch lomp henry 1-4, 4-dirnethyli-3-( 1 H~ 1 , 2, 4-triazoJ~ 1 ~y I methyl) p,e ntan ..J~ol! 

CAS No.: 107.534~·96-3 

PC Code No. : t28997 

Molecuia.r Weight: 307.8 

Struct11..J ra I brm u la: 

Cl 

OH 

C Me 
3 

4 
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BAR.CODE: D31_94 5,7, D321940; Reg. Nllo. : 42519-E.l" P RODU'CT: Integral Tech n1ica1 ffeb ucon az,o le) 
He1rbicide TGAII/MUP' 

I Table 1. Manuracturing1 and llmptJ[!!y D11ta ror Integral teclln ical Herbicide (tebuconazoile) 

,]330 .. 1550 

8301600 

830.1620 

I 830:.170(1 

Prndrn,t lldr;;:!fltily andl ,oomposition 

Descripti.M of ma~rials used to 
produce the proouct 

Dlilscrlpiion of pmi'!uction 
process 

Dlscus.sion of formation ot 
Impurities 

Pn11l iminary analysis 

8:asic CSF 
W6-31M.l:i) 

465{\73-01 
466363-01 

465S73°0 1 
466383-01 

A 

A 

A 

A 

The NC of All (9<a. "I%) is supported lby 5 batd1 
analysis & agrees 'i'ilith the label claim NIC.  
imrpurillies (> 0, 1 %) aire l'lsted ori the CS r, 
T1he prod uci: specificaiion she,ets. (MS DS) tor .i,rn 
the stal'ling ma:teri.ils ha~e been provided by 
the 1reg if.tr.i nt 
The Al was producr;;:d in four stage ilfltegrared 
lbatch proclilss .. The p rod'uctio:n prooess has 
lbeen described irdu II del'a its. Tlhe reaction 
conclitiolfls. amounts m chemicals rn each step,. 
duration of time, and the ~ekls in each step 
have been, prnvide<J. The QA steps in';!'o]ved in 
esich steo have bee r1 described, 
The regi,slij'ant has provided ~'he complete 
mechal'I isms of Jorm.itiori, q~.anlificat io11 and 
ndentificaitio-ri ot a Ii the impur.iti~f. pref.~nt at the 
levels of.::. 0, 1 %. T ol.il oif impuirltief. hav,e 
bt!en listed on th~ CSF. No oxic im1pmi!y was 
rep,orw-d du ring the synthesis. 
The re~istrant has provided 5 batch analysis fo,r 
th,e TGAa. The All & irmpu rities were ider11!1i1ii&d by 
HPLC-UV (2:30 nm), and ronflm,ec:I by LC•MS. 
The methiod was val'idated for .a=racy, 
l inearily, and precision. The fiv,e batch: analysis 
supported the CSF f:or basl,o.forrnulatiori. 
The pmposii!d C!lrtifig.Jjj limits for th€: Al a re 

a:w. 1700 Ce!'tified' limits . 465673-0Z A ti.i-sed on the fwe balch .a nalylic.il results. 
>- The HtFllC-UV (230 nnn) method was used for 

030. 1800 E:;nforcement analytic1:1l method 4/!l5871-03 A the determil'laitior1 of the All oont.eM in the 
TGAI/MU'P b~ usir1~ internal sta,ndard. 

I 

A" Accepra.b_le; ~ "'_ un:ac°:pra~le {see .l:refic:iency}: N./A = Not Applicable; G = Data ·Qap ; I = In progress or nee{! uP91ratte ; U 
= Uo•i:iriu::le {.idd11tional 1nrormat1on re-ciu1red 

5 
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IBAIRC,ODE: D'319457, D321940; Reg. No. : 42519-ET PRODUCT: ~ntegraJI Technical' (Tebuconsizole) 
Herbicide TGAI/MUP 

83<D Series Submoup B {PhvsiC11JI-Chemica'I Prooerties} 

Table 2 : Physical andl Chemitall Prnperties of Integral Technical (Tebuoonazol'e), Herbicide 

GLJN 

I 830.6302 

U0< . .6303 

830.®3 13 

830.63M 

830,.6315 

830<.6316 

.83(l63H 

a:m.6Jrn 

830.7000 

830.70:50 

830.71 00 

830.7200 

630.7220 

930.7300 

830.7370 

830.75:50 

830.7840 

830.7950 

Physical state 

Odor 

Stability Io normal .md 
elevated temperatures. 
metals, and met.iii ions 

Oxida.ticmtreduction: 
chemica I inoompatibimy 

Flammabil ily 

Explad'ability 

Storage stat(ility 

Mliscit:J,il ity 

Corro:snon ctia racli;Hi s.tics 

UVNisible .ibs.orptiori 

Viscosity 

Melting poiilt 

Boiling poi;nt 

rnssacr.11tion constants in 
,,.,,rarer (DC) 

MRlilD 

46,5673-04 

01-24-06 

01-24-06 

465873-04 

4G5S73-04 

465673-04 

ReiPOr! # 

99:w1-1 0 

Sta!us 

A 

A 

A 

A 

NA 

NA 

NA 

NA 

A 

A 

A 

A 

A 

A 

A 

Result or Deficiency 

While 

Crys.tamne Powder 

Stable al !WC for 14 darys. The TGAI wvll be· 
packaged andl s.hiipped only in p lastic and does not 
come in co:ntaci with o11ny met~L 

One year study in progress, 

IJ4 at 21.5"C 

' rn3.:rc 

P,our: 0.576 ,g!m i @ 2:D °C 

No DC between 1pKa 2 B, 10 

1.28 x u O..s mm Hg (cited data, letter dated 

01 -.24-06) 

A" Aoce(Ptable: N"' unacooplalble· {see Deficienc-y),: NIA"' Not App:licable; (, - Data g11p; 11"' lni pr,ogr~S$ or !'!eeocJ upgrade: U" Up. 
grade (addition tii l lnronrn,atl:on reqt.J ired} 

6 
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IBARCUDE: [)319457. D321940; Reg. No. ; 42519-Elr PRODUCT: lnt@gr.a1/ Technical {Tebuconazole) 
Herbicide TGAI/MU P 

1No1De11. 830.7050 (UV-V~S): 

Solution Neutral All~allnne Acidlic 
Sample vo lume (m il 1.0 1.0 11.0 

Final vol'ume {ml'i rn.o 10.0 10.0 
Concentr9!1:ion ('moll'L) 

Absorbarn::e observed (at 220/:219 nrn), 1.00,3. 1' .049' 1.000 
& Va'/ue ca:lculei.~ed 12'6,53 1:3233 12615 
E%md width ( nrn) 14.68 14 .. 20 14.68 

Wavellength of maximum (nm) 220, 220, 219 

830.11800. Enf:orcement o,f analyt~cal m~thod: (MRID No. 465873-03) 

HPL:C~llV method for the d,eterm~nation of the active ingredient tebuconazole in llnteg1ra.l Techr,iica l 
fur,igucide TGAI/MUP: 

fhe reverse phase HPILC method was used for the assay of the tebuconazole in the TGA!. The weight 
peroe nt of telbuco n1azol e for each injection or the TS was ca!cu l'ated by d ividlin g the sam p1e r-esponse by 
th~ average standard response and corr-ecting1 the standard plllri:ty. The re:sponsE!'. is defined as the pea.k 
,area dnv ided by the sam pie ,( or s.ra nd a.rd) weight. 

HPILC: Thermo StJrveyor 
Column: lrh1ermo, Be,tasH C~U! 1 3 µ, 150 x 2.1 mm 
Column tempera:turn-: 4!YC 
Mobile phase: waiter : aoetonitri,le (45 : 55) 
Flow rate.: 200 !-JL / mun 
lriiljection volU1m e: 5 µl 
Detector: UV opera.ti rig at 2 30 nm 
Run 1time: 9 mh11 
R.e-tentio111 t1hrne: tebuconawle - 7.7 min 

The ,anallyUca l method was val1idated fo r predsk111, linearity & accuracy. 

7 
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B.ARCO'D E: D31945 7, D321940; Reg. No. : 42 519-ET PRODUCT; ~ nteg ra~ Tec_bn i CJl I (T e.b uc_o~awle) 
Herbicide TGAI/MUP 

Clherniical 
CB 

Nunnber 

lintearal Tech n ica:llGAI I ID321940 

Group A-G LNS 830. 1550, 830.1600, 830.16W, 830. 1650, 830. 1670, 830. HOO, 830.1750, & 830.11800: Composition {CSIF),, 
Im purit i8G, Pmlirni,n,ary a l'lal,:ysis, and Anailyti:ca I Methods 

Compo1.mdfC,ompon@nt 

Tebuco11a.zole : Alpha-[2-(.4-
,chlo rophenyl)ethyQ-<1-(1, 1-
d imeU;ylethyl)-11 H-t . 2 .4-
triazole-1-e'tha n,ol: 
CAS No. 6044$-41-0 

rd€:J1tifiied lm pm ities 
(se,e b8low) 

Nomina l 
Conrentrntion 

{% w/w) 

mo 

100% 

law,;tr Certifillld 
IITTllil 

mnmentrat ion 
(%wtw) 

Upp!llff C€:r 

tffie.rl limit 
co nreritration 

{% w/w} 

98'.99 

Preliminary 
Ana~sis 

Meairn :lc:s. d. 
{5 w/w) 

8 
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ul ED STATES ENVIRONMENTAL PROT~- ON AGENCY 
WASHINGTON, D.C. 20460 

LUXEMBOURG-PA MOL, INC. 
SJOOPOPLAR AVE:l'{UE SUITE 2700 
.fEMIJJllS; TN 38137 

January 27, 2006 

Report of Analysis for Compliance vvith PR Notice 86-5 

0 .. !CE OF 
!'&l l-.VKNTNJN, i'ISTIC'IDIS .ii. lJ 

TOXIC SUHSTANC]:;S 

Thank you for your submittal of24-JAN-06. Our staff has completed a p,relirninmy 
arrn.lysi~ of1tl1e material. The re~u!ts are prnvidcd as follows:: 

Your submittal was found to be in full compliance with he standards for submission of 
data contained in PR Notice 86-5. A copy of your bibJjography is enclosed, mmotated. with 
Master Record JD's (MRIHs) assigned to each d.ocurnent submitted. Please use these numbers in 
all future references to these doc1Jments. Thank you ror your cooperation. lfyou have any 
questions concerning thi.s data submission, please rai. e them with the cognizant Prnduc.t Ttlanagcr;, 
to whom the data have been rd eased. 
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L.UX E:M'li! 0 11i.11RG 

§ anuary 24. 2006 

•• 

Our Ref.: IvIB060!24~ET 
Via E~M:ail 1111d Hand DelivfTv 

Docmnen t Processm.g Desk 
Office of Pesticide Pro grams 
U.S. Environmental Protecfo:m Agency 
1801 South Bell Street 
Room 2661\ Cr-ys.tal Man 2 
.Adington,, VA 222024501 

Re: EPA Fi1e No. 42Sl9~E'f {llntegralTM Tedmic1:1I): Submission of 
SupplementaJ Information 

Dea:r Document Processing Officer: 

'Thjs l~er responds to qrnestions received from ~II. Shyam Mathur of the U.S. Enviromnental 
Protection .Agency (EPA) with l'espect to certain information for the si\TI.pport of the registration 
of Integral1

M Tech_nical (1EPA File No. 425] 9-ET). 

LuX:embourg~Pamol, Inc. (Ll!!x.emb(YU.Ig), is submrritting the. ,lCC{m1panying supplemental 
mfom1ation, ol-S folluws: 

Question 
Posed 

Stability to 
M.etals 

Storage 
Stabifay 

Vapor 
Pressure 

G uidcUne Response 
Numililer 

830.6313 A waiver 1equest is provided in Volume 1 e.11dosed. 

83 0. 63] 7 A study is in progress at P:roduct Safety Lab ( see letter 
from the lab in ·the LTidosod Volume l ). Lu,-,.ern.bol!l.rg 
prefern to co.11d1J1ct stability studies for longer than the 
mininmm one year time required to mee11 EPA 
requirement.s. The report 'itvill be submitted on 
compl~tion. We 11re reque-sting that the registrati.on will 
be gninte-d conditional on the submission of-this study. 

830.7950 Data provided in Volum.e I ,enclos.e,d. 

---- - - ---- - - -

4873.98.00 

LUXEMBOU·RG-P'AMOL, _.I_NC. ______ :
1 

11 5100 Pqtila.r A~•enua. Suits 2?00, ?MB • H, Mamphls, rn 3,S137, U. S..A. PHONE· (001) f61-94l'5,, ~AA: (ti )761-9~77. E-mail: main@IL_J)(pam,oom II 
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EPA/integral Tech, 
Ref. Ko 060124-ET 
Jan.24,2006 

111e following documents accompany this letter; 

• Transmittal document; and 

• Volmnes l (3 copies). 

' 

We bdicvc this letter,. .and the artacfonents to it, respond completely to EIP A's inqllliry. 
H.owever, please do not hesiw.te to contact me should you n..:'lve any questions or need 
additionaI infonnation. 

S.in.cerely yours; 

/f~~ 
Mkhal El dan, Ph.D. 
Director, I oxicology & Regulatory Affairs 
Tel. (212) 495-9717 
Emru1l: mddan@h1xpam.com 

Attachments 

cc: 
Ms. i\fary L Wa.U.er, EPA - via E-~1ail only 
Mr. S11yam B. Mathur, EPA - via E-:\1:ai] only 
Ms .. Sheryl Li ndms Dolan, Acta 
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EP },JlntegraJ Tech. 
Ref. No 060124-EI 
Jan.24,2006 

Name and Address of Submitter: 

Trammitta~ D0cume1d 

Lu.xembourg~P~mol, Inc. 
5100 Popfar Avenue, Sl!lite 2700 
Memphis, TN 3 8 B 7 

Company::,Jo. 42519 

Contact Person: ).;1ichai Eldan, Ph.D, 
Phone: (212) 495'~9717 
E-Mail:. me_ldan@luxmnu.com; 

fodiv.idual to be cont<1ct.ed. if necessary. to proce.~s this aplili_cation: 

I\,fi.chal Eld.an, Ph.D. 
Phone: (212) 495-9717 
E~ lvlail: meldan@luxparn .cnm; 
c/o The Acta Group, L.LC. 
1203 ::-Iineteentb. Sti-eet, N.W. 
Sude300 
Washington, D.C. 20036-240] 

Reuulatorv Actions; 
Registration of fo.i;egral rn T ochnicaJ, EPA Vile No. 425 19-ET 

Tmm;mittal Oat.;: January 24 2006 

List of Submicced Studies: 

Vol Contents Guid,eHne Studv R.cport Title 

l Product 830.6313 Suppl~1wmt to )fRlD 46587304 

• 

Chemistry 830.6317 Product Chemistry -Group Bin Support 
830.7950 o[ Jn tegml Te:clmical 

l 

MRIDNo. I 

I 
! 

46739801 
I 
I 
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LU Xl!:M BC U'iR·G 

Janrnuy 24, 2006 

e 

Our Ref. : ME060 l 24~ET 
Via E-rvLail and Hand Deliverv 

DocumE-nl Processmg Desk 
Office of Pesticide Programs 
U.S . Environm.eutal Proteciiion Agency 
180 [ South Bell Street 
Room 266A, Crystal Man 2 
Arlington, VA 22202-4:501 

Re: E,PA File )lo. 425fil9-ET (Entcgra],r_M Technka]): Submissfon of 
SupplcmeIIDtaJ brfor™ation 

Dear Document Processfog Officer: 

This letter responds to questions rettived from l'vir. Shyam Mathur oft.he U.S. El]virn:nmernta1 
Prntecti on Agency (EPA) with r~pecl to certain information for the support of the registration 
ofTntegraf1M Technical (EPA File No. 425 19-ET). 

Luxembourg-Pamo:l, Inc. (Luxembourg), is submitting the accompanying supl)lem.ema] 
inforrnlti on, as follows : 

Question 
Posed 

Slability to 
Metals 

Storage 
Stability 

Vapor 
Pressure 

Gui:deUue j 
Number 

Response 

I t · 8 30.6313 A ·waive, :request is provided in Volmne l enclosoo. 
l 

830.6317 A s:mdy is in progre5s .at Product Safety Lab (sec letter 
from the lal) in the ,enclosed Volume 1). Luxembourg 
prefers, to conduct stability studies for longer than the 
minimu:m1 one year time t,i:::,qui:red to meet EPA 
r-equi:rements. The report wm be im hmi tted on 
completion. \Ve are r,eqnesting that the reg,i.stratioo \Vill 
be granted conditional o:n the submiss.ion of this study. 

830.7950 Data provided i11 Volume 1 enclosed. 

-- - -- --

---- -- L 1UXEMB~URG-PAM_~L, INC. _ _ ) 
Ii 51()() Poplar A·,enue. Suite 2700, PMB 1 ~1 . .i . .er.np -s, TN 3$1j7, U.S.A. PHONE: (90 ) 761-9475, FAX: (9C•1) 761-9477, E-mail: rnain@luxN,i1"1,,~~ - • 
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EPA/Integral Tech. 
Ref. >l"o 060 124-ET 
Jan.24,2006 

The following documents accompany this Jetter: 

• Transmittal document; and 

• Volrnnes 1 (3 copies). 

\Ve believe this letter, and the attachments to it, respond completely to EPA's inquiry. 
However, please do not hesitate IO contact me should you have any questions or need 
additional information. 

Sincen.:ly yours, 

/f~~ 
Michal Eldan, Ph.D. 
Director, Toxicology & Regulatory Affairs 
Tel. (212) 495-9717 
Email: meldan@luxpam.C-Om 

Attachments 

cc: 
Ms. Yla.J)' L. Waller, EPA-via E-Mail only 
.r,..1r. Shyarn B. Ylachur, EPA -via E-Mail only 
Ms. Sheryl Lindros Dolan, Acta 
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EP Alintegrnl Tech. 
Ref No 060124-ET 
Jan. 24,2006 

_ ·arne and Address of Submitter: 

Tran. mittal Document 

Luxembourg-Pamol, Inc. 
5100 Poplar Avenue, Suite 2700 
:Memphis, 'l'.:\ 38137 

Company~o. 

Contact Person : 

42519 

Michal Eldan, Ph.D. 
Phone: (212) 495-9717 
E-Mail: meldanfa;luxpam .com; 

Individual to be contacted, if nccc.ssarv. to proce s this applicarion: 

Michal Eldan, Ph.D. 
Phone: (212) 495-9717 
E-Mail: meld.an@luxpam.com; 
c/o The Acta Group, .L.C. 
1203 Nineteenth Srreet, T.W. 
Suire 300 
Washington D.C. 20036-2401 

Regu1atorv Actions: 
Registrarion of Integral'rM Technical, EPA File No. 42519-F.T 

Transmittal Dau.: : January 24, 2006 

List ofSubmiLLed Studies: 

Vol Contents Guideline Study Report Title 

1 Product 830.6313 Supplement to \.1R m 46587304 

Transmittal Docum'-nt 

:\ofRTD ~o. 

Ch'-'lnistry 830.6317 Produ~t Chemistry-Group Bin Support 
48739801 

830.7950 of Tmegral Technical 

-

I 

I 
I 

l 
I 
I 
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1. 

• 

e 

VOLUME 1 OF SUBMISS10N 

STUDY TITLE 

Supplement to MRID 46587304 

e 

Product Chemistry-Group Bin Support of Integral Technical 

DAT A REOUlREMENTS 

830.6313 
830.6317 
830.7950 

AUTHOR 

Michal Eldan, Ph.D. 

COMPLETION DATE 

January 24, 2006 

REPORT NO. 

993.01-IO 

PREPARED BY 

The Acta Group, L.L.C. 
1203 ineteenth Street, N.W. 

Suite 300 
Washington, D.C. 20036-2401 

SPONSOR/SUB fITTER 

Luxembourg-Pamol, Inc. 
5IOO Poplar Avenue, Suite 2700 

Memphis, TN 38137 

Page 1 of 8 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
•• • • • • ••• 

• ••• • • ••• 
• 

•••• • • •••• 
•••• • • • • • • 

487398-01 
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Pages 35-41 *Access to FIFRA health and safety data is restricted under FIFRA 
section 10(g)*
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